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§111.12

dietary supplements, or any contact
surfaces are exposed, or where contact
surfaces are washed; and

(9) Taking any other precautions nec-
essary to protect against the contami-
nation of components, dietary supple-
ments, or contact surfaces with micro-
organisms, filth, or any other extra-
neous materials, including perspira-
tion, hair, cosmetics, tobacco, chemi-
cals, and medicines applied to the skin.

§111.12 What personnel qualification
requirements apply?

(a) You must have qualified employ-
ees who manufacture, package, label,
or hold dietary supplements.

(b) You must identify who is respon-
sible for your quality control oper-
ations. Each person who is identified to
perform quality control operations
must be qualified to do so and have dis-
tinct and separate responsibilities re-
lated to performing such operations
from those responsibilities that the
person otherwise has when not per-
forming such operations.

(c) Each person engaged in manufac-
turing, packaging, labeling, or holding,
or in performing any quality control
operations, must have the education,
training, or experience to perform the
person’s assigned functions.

§111.13 What supervisor requirements
apply?

(a) You must assign qualified per-
sonnel to supervise the manufacturing,
packaging, labeling, or holding of die-
tary supplements.

(b) Each supervisor whom you use
must be qualified by education, train-
ing, or experience to supervise.

§111.14 Under this subpart B, what
records must you make and keep?

(a) You must make and keep records
required under this subpart B in ac-
cordance with subpart P of this part.

(b) You must make and keep the fol-
lowing records:

(1) Written procedures for fulfilling
the requirements of this subpart B; and

(2) Documentation of training, in-
cluding the date of the training, the
type of training, and the person(s)
trained.
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Subpart C—Physical Plant and
Grounds

§111.15 What sanitation requirements
apply to your physical plant and
grounds?

(a) Grounds. You must Kkeep the
grounds of your physical plant in a
condition that protects against the
contamination of components, dietary
supplements, or contact surfaces. The
methods for adequate ground mainte-
nance include:

(1) Properly storing equipment, re-
moving litter and waste, and cutting
weeds or grass within the immediate
vicinity of the physical plant so that it
does not attract pests, harbor pests, or
provide pests a place for breeding;

(2) Maintaining roads, yards, and
parking lots so that they do not con-
stitute a source of contamination in
areas where components, dietary sup-
plements, or contact surfaces are ex-
posed;

(3) Adequately draining areas that
may contribute to the contamination
of components, dietary supplements, or
contact surfaces by seepage, filth or
any other extraneous materials, or by
providing a breeding place for pests;

(4) Adequately operating systems for
waste treatment and disposal so that
they do not constitute a source of con-
tamination in areas where components,
dietary supplements, or contact sur-
faces are exposed; and

(5) If your plant grounds are bordered
by grounds not under your control, and
if those other grounds are not main-
tained in the manner described in this
section, you must exercise care in the
plant by inspection, extermination, or
other means to exclude pests, dirt, and
filth or any other extraneous materials
that may be a source of contamination.

(b) Physical plant facilities. (1) You
must maintain your physical plant in a
clean and sanitary condition; and

(2) You must maintain your physical
plant in repair sufficient to prevent
components, dietary supplements, or
contact surfaces from becoming con-
taminated.

(c) Cleaning compounds, sanitizing
agents, pesticides, and other toric mate-
rials. (1) You must use cleaning com-
pounds and sanitizing agents that are
free from microorganisms of public
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